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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Application Papers 

9) D The specification is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 1, 2, 4-8 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Griffin et al. (US 2003/0125751). Griffin discloses a medical device (Figs. 49 and 50) for 
slidable use with a guidewire (guidewire is 21; the examiner would like to point out that 
the Applicant has not positively recited the structure of the guidewire, as the guide wire 
is "for slidable use" with a medical device, and appears in the preamble which therefore 
means that the device that is positively claimed by Applicant (the medical device) only 
has to be capable of being used with the medical device in a slidable condition. 
Nevertheless, Griffin discloses all the limitations of the guidewire (Fig. 6a, 29; paragraph 
[0187] discloses that the guidewire has a stop on it)), the medical device comprising: an 
elongate tubular member (Figs. 49 and 50,210) having a proximal end (near 2) and a 
distal end (near 31) with a guidewire receiving lumen (7) extending therethrough, a 
distal portion of the guidewire lumen having an inner diameter of substantially the same 
magnitude as the first diameter (portion 13 clearly has a lumen within it that snugly 
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encompasses the diameter of the guidewire); and a tip (the tip beginning at where the 
portion 13 ends and the tip extends distally until the very distal-most part of 202) 
defining an annular wall (the lumen which 21 passes through is an annular wall) 
disposed at the distal end of the elongate tubular member, the tip having a first portion 
having a distal taper (the first portion is being interpreted as the portion between where 
the tip begins (at the end of 13) and extending until the beginning of 202, wherein there 
is clearly a distal taper in this first portion) and a radially inextensible ring distal of the 
first portion (202 is clearly distal of the first portion as interpreted by the examiner 
above; also see paragraphs [0266], [0267] and [0303]) wherein the annular wall of the 
tip has a thickness that decreases distally along a majority of the length of the tip (based 
on the definition of the tip defined above, the thickness of the tip decreases distally 
along the entire length). 

In reference to claim 2, Griffin discloses that a therapeutic device (Fig. 6b, 
balloon 26) is disposed on the distal portion of the elongate tubular member. 

In reference to claim 4, Griffin discloses that the first portion is softer and more 
flexible than a proximal portion of the medical device (Figs. 49 and 50 disclose that a 
hypotube (201) is used in the proximal portion of the medical device to stiffen it. 
Paragraphs [0266], [0267] and [0303] disclose that the first portion is a soft polymeric 
portion). 

In reference to claim 5, Griffin discloses that the ring (202) is the distalmost 
portion of the tip (Figs. 49 and 50). 
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In reference to claim 6, Griffin discloses that the medical device is an angioplasty 
device (paragraph [0182]). 

In reference to claim 7, Griffin discloses that the medical device is an 
intravascular filter (paragraph [0182]). 

In reference to claim 8, Griffin discloses that the medical device is an 
intravascular guide catheter (paragraph [0070]). 

Claim 25 is rejected under 35 U.S.C. 102(e) as being anticipated by Griffin et al. 
(US 2003/0125751). Griffin discloses a medical device (Figs. 49 and 50), comprising: 
an elongate catheter (Figs. 49 and 50,210) having a proximal end (near 2), a distal end 
(near 31), and a lumen (7) extending therethrough; and a tip (generally designated by 
reference number 31) defining an annular wall (the lumen which 21 passes through is 
an annular wall) disposed at the distal end of the elongated catheter, the tip extending 
distally of the distal end of the catheter (the distal end of the catheter is near 5), the tip 
comprising a soft body portion (the soft body portion is being interpreted as the portion 
between where 13 ends and the beginning of the ring member 202) and a rigid ring 
(202) distal of the soft body portion (as defined above, the soft body portion extends 
between the end of 13 and the beginning of 202. Since Applicant has used the word 
"comprising" to describe what the tip is made of, the tip can be made of more 
portions/elements other than just the. soft body portion and the rigid ring, as "comprising" 
is considered more open-ended than "composed of. Therefore, while the rigid ring 202 
may be surrounded by some soft material, it is still distal of the soft body portion, 
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wherein the "soft body portion" is defined as being between the end of 13 and the 
beginning of 202.), wherein the annular wall of the tip has a thickness that decreases 
distally along a majority of the length of the tip (based on the definition of the tip defined 
above, the thickness of the tip decreases distally along the entire length). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 9-12, 16, 17 and 19-23 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Van Tassel et'al. (US Patent No. 4,531 ,943) in view of Muni et al. 

(US Patent No. 5,316,706). Van Tassel discloses a medical device (Figs. 4 and 5) 

capable of use with a guidewire (the examiner would like to point out that the Applicant 

has not positively recited the structure of the guidewire, as the guide wire is "for slidable 

use" with a medical device, and appears in the preamble which therefore means that 
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the device that is positively claimed by Applicant (the medical device) only has to be 
capable of being used with the medical device in a slidable condition), the medical 
device comprising: an elongate tubular member (Figs. 4 and 5) having a proximal end 

(10) and a distal end (26) with a guide wire receiving lumen (lumen 1 1 is perfectly 
capable of receiving a guidewire) extending therethrough, a distal portion of the 
guidewire lumen having an inner diameter; and a tip (28) disposed at the distal end of 
the elongate tubular member and having a distal end (25), a proximal end (near 28) and 
a lumen therethrough, the tip having an elastic portion (portion 24) and a radially 
inextensible distal portion (30) distal of the elastic portion (col. 4, line 40 through col. 5 
line 7). Van Tassel, however, does not disclose that the lumen is a guidewire receiving 
lumen or that the tip comprises an amorphous polymer or that the radially inextensible 
distal portion comprises a locally crystalline section thereof. 

Muni, however, discloses a catheter and method of making a catheter, in which 
softer sections are made from amorphous polymers and the hardened sections are 
made from crystalline sections (col. 3, lines 33-39 disclose the relationship between 
crystallinity and hardness, while col. 3, line 60 through col. 4, line 29 disclose that the 
crystalline and amorphous sections can be altered so that the catheter can have any 
pattern of hardness and softness). Furthermore, the lumen disclosed by Van Tassel 

(1 1) is perfectly capable of receiving a guidewire therein. Therefore it would have been 
obvious to one of ordinary skill in the art at the time of the invention to have modified 
Griffin with the method and pattern of hardening catheter sections by altering 
crystallinity, as taught by Muni, in order to provide another source of a hardened tip for 
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the catheter, especially since Van Tassel discloses that the material disclosed in Van 
Tassel is illustrative only and should not be considered as limiting the scope of the 
invention (col. 4, lines 36-39 and col. 5, lines 30-39). 

In reference to claim 10, Van Tassel discloses that the radially inextensible distal 
portion (30) is an extremity (Figs. 4 and 5). 

In reference to claim 1 1 , Van Tassel discloses that the extremity is a distalmost 
extremity (Figs. 4 and 5). 

In reference to claim 12, Van Tassel discloses that the radially inextensible distal 
portion comprises a ring (30) having a lumen (29) therethrough. 

In reference to claims 16 and 17, as defined by MPEP 2113, product by process 
claims are not limited to the recited steps, only the structure implied by the steps. 
Therefore the distal portion is anticipated by Van Tassel. 

In reference to claim 19, Van Tassel discloses that the radially inextensible distal 
portion comprises a non-compliant plastic band (col. 5, lines 2-7 disclose that it is a non- 
compliant band and col. 4, line 66 discloses it is made of plastic). 

In reference to claim 20, Van Tassel further discloses that the tip further 
comprises a flexible portion (between 28 and 30) proximate the radially inextensible 
distal portion (30). 

In reference to claim 21, Van Tassel also discloses that the radially inextensible 
distal portion is a distal-most extremity and wherein the flexible portion (portion 
designated generally as 24) is proximal of the radially inextensible distal portion, 
wherein the flexible portion tapers from a first outer diameter (diameter at 28) at a first 
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location along the tip to a second outer diameter (diameter at 27; col. 4, lines 55-57) 
less than the first outer diameter at a second location along the tip distal of the first' 
location. 

In reference to claim 22, Van Tassel further discloses wherein at the first location 
along the tip, the tip has a first thickness and a first inner diameter (Fig. 4 wherein the 
first location is at 28), and wherein at the second location along the tip distal of the first 
location (location at 27), the tip has a second thickness less than the first thickness and 
a second inner diameter greater than the first inner diameter (col. 4, lines 55-57 disclose 
that there is less material at 27 and Fig. 4 discloses that the inner diameter is greater 
here). 

In reference to claim 23, Van Tassel discloses that the flexible portion comprises 
an inner surface concave in a first plane normal to a longitudinal axis and a second 
plane normal to the first plane (Fig. 4). 

Claims 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Van Tassel et al. (US Patent No. 4,531 ,943) in view of Muni et al. (US Patent No. 
5,316,706). Van Tassel discloses a medical device (Figs. 4 and 5) comprising: an 
elongate catheter (Figs. 4 and 5) having a proximal end (10) and a distal end (26), and 
an annular wall (24) defining a lumen (11, 27 and 29), wherein the transverse dimension 
of the lumen varies in size along a distal portion of the elongate catheter (portion of 
lumen 27 varies in size in a transverse dimension); a tip (24) disposed at the distal end 
of the elongate catheter having a first region that tapers distally (portion just to the right 
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of 24 tapers distally until 30) and a second region distal of the first region that tapers 
distally more sharply than the first region (the region starting at 30 and extending distally 
to 25, tapers more sharply than the first region) and the second region is a stronger 
region than the first region (col. 5, lines 2-7). Van Tassel, however, does not disclose 
that the first region is made fro an amorphous polymer and that the second region is 
made from a locally crystalline section thereof. Muni, however, discloses a catheter and 
method of making a catheter, in which softer sections are made from amorphous 
polymers and the hardened sections are made from crystalline sections (col. 3, lines 33- 
39 disclose the relationship between crystallinity and hardness, while col. 3, line 60 
through col. 4, line 29 disclose that the crystalline and amorphous sections can be 
altered so that the catheter can have any pattern of hardness and softness). Therefore it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
have modified Griffin with the method and pattern of hardening catheter sections by 
altering crystallinity, as taught by Muni, in order to provide another source of a hardened 
tip for the catheter, especially since Van Tassel discloses that the material disclosed in 
Van Tassel is illustrative only and should not be considered as limiting the scope of the 
invention (col. 4, lines 36-39 and col. 5, lines 30-39). 

In reference to claim 27, Van Tassel discloses that the second region is the distal 
most portion of the tip (Fig. 4). 
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Response to Arguments 



Applicant's arguments with respect to claims 1, 2, 4-12, 16, 17 and 19-27 have 
been considered but are moot in view of the new ground(s) of rejection. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881. The examiner can normally be reached on Monday-Friday 9am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Sen/ice Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 



LCS 



KEVIN C. SIRMONS 
SUPERVISORY PATENT EXAMINER 





